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DETAILED ACTION 
Response to Arguments 

The applicant's have questioned the rejections made in the office action mailed 
September 9, 2004, specifically wondering why the references (Pinchuk and Zilla) were applied, 
when they were previously overcome. The examiner's response is as so: applicants claims are 
product by process claims. The applicant's previous claims seemed to focus in on the 
intermediate product, and the appUcant's current claims focus more on the end product, which 
has a different structure than the intermediate product and thus the claims are interpreted 
different by the examiner. Also, in the interview summary, the examiner stated the proposed 
amendments seemingly overcame the previous rejection, however would require further 
consideration, and it is further noted, that the examiner is not bound to any certain grounds due 
to the discussions in an interview. In addition, an RCE was filed, with amendments to the 
claims, and a new examination, interpretation, and analysis is permitted and required by the 
examiner. And upon further review of the amended claims, it is the examiner position that 
Pinchuk and Zilla are readable on the current claims. 

Applicant's arguments filed December 9, 2004 have been fully considered but they are 
not persuasive. The appHcant has argued that both Pinchuk (US 4,657,544) and Zilla (US 
6,540,780) do not disclose interpenetrating polymer networks (IPN's). The examiner's response 
is as follows: The applicant's claims are product by process claims, see MPEP 2113, The 
applicant's end product or "medical device" or "vascular graft" as implanted, is not an DPN 
(because the extracted polymer is not present). The IPN is an intermediate product, and is not 
present in the end product, and therefore, an IPN is not required in the references. The same 
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goes for the extracted polymer. There is no "extracted polymer" in the end product, and an 
extracted polymer is not required by the references. Therefore, the end product, as claimed by 
the applicant only requires a non-expanded tube of PTFE with pores. The only structure required 
by the references is non-expanded PTFE with pores, the pores having a shape of previously 
present polymeric material. Pinchuk and Zilla both discloses a tubular medical device 
comprising non-expanded PTFE and pores, the pores both having a size and shape like the size 
and shape of applicant's pores made by extracting a polymer. The rejections stand. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S. C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

Claims 1, 3, and 21-24 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Pinchuk (US 4,657,544, cited by applicant in IDS). Reciting the claims, referring to claims 1 
and 3, Pinchuk discloses a medical device/vascular graft (10; col. 1, lines 6-11) conq)rising an 
implantable tubular extrudate (col.2, lines 58-61; col.4, lines 45-48) comprising an 
interpenetrating polymer network (the IPN is not present in the end product and therefore, not 
required to be present in Pinchuk; however it is noted that Pinchuk does disclose an IPN 
according to applicant's supplied definition, Pinchuk discloses PTFE and polyurethane, and 
silicone, together, and which are crosslinked together, as required to be an IPN by appUcant 
supplied definition in arguments filed December 9, 2004; therefore, whether Pinchuk does or 
does not discloses an IPN is irrelevant, since it is not present in the applicants end product and 
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thus not required by the claim) comprising a non-expanded PTFE matrix having no node and 
fibril structure (graft 10 comprises PTFE, polytetrafluoroethylene, col.4, lines 4-10), the matrix 
having distributed therein discrete domains of an extractable polymeric material (polymeric 
material is not required by Pinchuk, since it is not present in the end product; however, Pinchuk's 
salt crystals act as the polymeric material, that is perform the function of creating pores; the salt 
is not polymeric, however need not be, since they are eventually extracted, and are not present in 
the end product and thus not required in the claim), wherein upon exposure to sufficient 
dissolving medium or degradation temperature, the extractable polymeric material (salt) is 
extracted from the matrix to create pores (16) in the tubular extrudate ("Even though product-by- 
process claims are limited by and defined by the process, determination of patentability is based 
on the product itself The patentability of a product does not depend on its method of 
production. If the product in the product-by-process claim is the same as or obvious from a 
product of the prior art, the claim is unpatentable even though the prior product was made by a 
different process." In re Thorpe, 111 F.2d 695, 698, 227 USPQ 964, 966 (Fed Cir. 1985), 
extraction of polymeric material is a product by process limitations, the end product is a PTFE 
porous extrudate; Pinchuk discloses extracting salt to create pores, leaving a porous PTFE 
extrudate, the same end product, col.4, lines 48-52; because the appUcants polymeric material is 
extracted, whether it was polymeric or not, does not matter, since it is not present in the end 
product. The salt that is extracted in Pinchuk, forms the same end product as extracting 
polymeric materials would, a porous structure comprising PTFE, see MPEP 2113) which upon 
implantation permit tissue ingrowth (coll, lines 10-11; col. 3, lines 57-64). 
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Referring to claim 21, as recited, Pinchuk discloses an extractable polymeric material to 
comprise silicone (this is a product-by-process limitation, the silicone is claimed to be extracted, 
therefore not present in the end product and Pinchuk' s does not disclose polymeric material, and 
further is not required to, since the salt crystals act as the polymer and create the same porous 
end product). 

Referring to claim 22, as recited, Pinchuk discloses a medical device (10) comprising a 
tubular extrudate (col.2, lines 58-61; col.4, lines 45-48) comprising an interpenetrating network 
(the IPN is not present in the end product and therefore, not required to be present in Pinchuk; 
however it is noted that Pinchuk does disclose an IPN according to applicant's supplied 
definition, Pinchuk discloses PTFE and polyurethane, and silicone, together, and which are 
crosslinked together, as required to be an IPN by applicant supplied definition in arguments filed 
December 9, 2004; therefore, whether Pinchuk does or does not discloses an IPN is irrelevant, 
since it is not present in the applicants end product and thus not required by the claim) 
comprising a non-expanded PTFE matrix having no node and fibril structure (graft 10 comprises 
PTFE, polytetrafluorethylene, col.4, lines 4-10), the matrix having distributed therein discrete 
domains of an extractable polymeric material (polymeric material is not required by Pinchuk, 
since it is not present in applicant's end product; however, Pinchuk's salt crystals act as the 
polymeric material, that is perform the function of creating pores; the salt is not polymeric, 
however need not be, since they are eventually extracted, and are not present in the end product 
and thus not required in the claim), the extractable polymeric material being particulate having a 
particle size of about 5-100 microns (col. 3, lines 38-42; col. 6, lines 14-17), wherein upon 
exposure to sufficient dissolving medium or degradation temperature, the extractable polymeric 
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material is extracted from the matrix to create pores (16) corresponding to the particle size in the 
tubular extrudate ("Even though product-by-process claims are limited by and defined by the 
process, determination of patentability is based on the product itself. The patentability of a 
product does not depend on its method of production. If the product in the product-by-process 
claim is the same as or obvious from a product of the prior art, the claim is unpatentable even 
though the prior product was made by a different process." In re Thorpe, 111 F,2d 695, 698, 227 
USPQ 964, 966 (Fed. Cir. 1985), extraction of polymeric material is a product by process 
limitations, the end product is a FIFE porous extrudate; Pinchuk discloses extracting salt to 
create pores, leaving a porous PTFE extrudate, the same end product, col.4, lines 48-52; because 
the appHcants polymeric material is extracted, whether it was polymeric or not, does not matter, 
since it is not present in the end product. The salt that is extracted in Pinchuk, forms the same 
end product as extracting polymeric materials would, a porous structure comprising PTFE, see 
MPEP 21 13) which upon implantation permit tissue ingrowth (col. 1, lines 10-11; col.3, hnes 57- 
64). 

Referring to claim 23, as recited, Pinchuk discloses an implantable, non-expanded, 
porous PTFE extrudate (10) comprising a tubular extrudate (col.2, hnes 58-61; col.4, hnes 45- 
48) comprising non-expanded PTFE having no node and fibril structure (graft 10 comprises 
PTFE, polytetrafluorethylene, col.4, lines 4-10) and a plurality of pores (16) distributed 
throughout the non-expanded PTFE (fig. 1), the pores (16) having a shape defined by an extracted 
polymeric material (shape shown in fig.2), the polymeric material being in a form selected from 
the group consisting of a gel, liquid and flowable material (this is a product-by-process 
limitation, see above; the salt crystals of Pinchuk may have the shape of Uquid droplets or gel 
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droplets or clumps, therefore, the same end product results, whether the beginning product has 
liquid, gels, or salt). 

Referring to claim 24, as recited, Pinchuk discloses an implantable FIFE extrudate (10) 
comprising a non-expanded FTFE resin having no node and fibril structure (col.4, lines 4-9), and 
a particulate polymeric component (salt, although not a polymer, a polymer is not required, since 
this is a product-by-process limitation and the polymeric component is extracted and not present 
in the end product upon implantation) which is incompatible with the non-expanded FTFE resin, 
wherein discrete domains of the polymeric component are distributed through out the non- 
expanded FTFE resin and are extractable therefrom to create pores (16) in the FTFE resin which 
upon implantation permit tissue ingrowth (coll, lines 10-11; col.3, lines 57-64). 

Claim Rejections - 35 USC §103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claim 2 is rejected under 35 U.S.C. 103(a) as being unpatentable over Pinchuk (US 
4,657,544, cited by applicant in IDS) in view of Dereume et al. (UPSN 5,639,278, cited in 
previous office action). Pinchuk discloses a medical device (vascular graft, 10) comprising a 
tubular extrudate (col.4, lines 45-49), which comprises a non-expanded porous (16) PTFE matrix 
(col.4, lines 4-10). Pinchuk does not teach however, a stent combined with the graft. Dereume 
teaches in the same field of medical devices, combining an axially positioned stent (22) within a 
graft (23 or 24), in order to provide increased support on the graft to better hold open the vessel 
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(col.2, line 64-col.3, line 4; col.3, lines 20-30). It would have been obvious to one having 
ordinary skill in the art at the time the invention was made to combine Dereume's teaching of 
combining a stent with a graft, with Pinchuk's specific type of graft, in order to provide a 
medical device that more properly supports an artery or a vein. 

Claims 1, 3, and 21-24 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Zilla et al. (US 6,540,780 Bl, cited in previous office action). Referring to all claims, (and also, 
see arguments above) Zilla discloses an implantable medical device/vascular graft (col. 1, lines 
1 1-16) comprising a polymeric tubular extrudate (18, 30; col.4, lines20-28; col.7, lines 46-55; 
col.3, lines 19-22) having distributed therein discrete domains of an extractable polymeric 
material (14, 36; particles, liquids, and gels all are disclosed by Zilla as extractable materials, 
fibers, fillers; col.3, lines 45-58; col.4, lines 55-67; col.6, hues 9-16, 61-63), wherein upon 
exposure to sufficient dissolving medium or degradation tenq)erature, the extractable polymeric 
material is extracted from the extrudate matrix to create pores (col.3, lines 46-57; col.4, lines 55- 
67; col. 8, lines 62-67) which upon implantation permit tissue ingrowth. Zilla discloses a medical 
device/vascular graft substantially as claimed, however discloses use of polymers such as 
polyurethane for the extrudate instead of non-expanded unfibrillated PTFE. It would have been 
obvious to one having ordinary skill in the art at the time the invention was made to use an 
extrudate of PTFE (a commonly used material for vascular grafts) instead of polyurethane, since 
it has been held to be within the general skill of a worker in the art to select a known material on 
the basis of its suitability for the intended use as a matter of obvious design choice. In re Leshin, 
125 USPQ416. 
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Conclusion 

TfflS ACTION IS MADE FBVAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 .136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Cheryl Miller whose telephone number is (571) 272-4755. The 
examiner can normally be reached on Monday-Friday 7:30am-5:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Conine McDermott can be reached on (571) 272-4755. The fax phone number for 
the organization where this application or proceeding is assigned is 703-872-9306. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 




Cheryl Miller 
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